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gflTO T ak aflara fkaPT TOTTO 
(laraaa faara) 

.arfa^aar ,.. . 
fif fa-aft, 22 wOf, 1994 

'■mM.ft. 113 kfaftt -^.sprsir wpft faaa, 

194s to 3rk aam ar?a tr/farr arftm faaa! arr fkafatVa 
srm.at ksta toto aftafir sfk totto tot# afafaaa, 1940 
( 1940 TO 23 ) Tt TOT 12 #: TOT 33 TOT SPRIT Slf^PTf 

to jpfr.-i to# |tr, atafa airakrr aais+K ari Ir 4 TOost ana 
% aror srraTfkr to; at I, aaa tot# # akna«K 

mra^TOfaaat arr wtoi % f#t akkra Ran"' tot! kra% 
smiTa* aft t-c'TOrartak Wi pr at smft | fa im 
TO TOftfi to aa TOkr % from tfw ft stunt, faun 
afWffTO snakra #> #Rir,ujt itw fi, ?ftu faa n?r *kfs- 
spr ijijfe..%r. tout^ front frorr atiyii' t 

• UT#TT UT ^rrai IT XT ?U .Skt Bl%f^ kUfa TO 

TO mm W4w ftf:^> w 
ft, utrot mr front fen smpi- afk. f.trftra, pa*»r. 

afk TOTO ^TPl.-fteRPt, funfa UTOT ,at froff-. % if • TO #5 
5 TPt I 


TOFT fam 

1. (l) krfauuf to ufsuu tot 3 ftufsr ark sum urn# 
TOTEPT faUU, 1994 | I 

V ■ . . 

(2) a '<1444 ^ fdror sum a?t mfa aft stto iffa t 

2. afaftf ark sum urn# faro, 1945 *r, faro ss % 
TOfaror (2) % toutu farafufer usfauu sfaiprrfTU fron 

TOUTO, TOT# :- 

“(3) n?k uusfkr TOt, fsuut sasrfk, aarftafa, uufauu 
(1) ax urfanu (2) % s#a %r#u uaxfk n au ku 
srfuTOtf ar uasm arfaraatt tot faufm st a? art af 
to- tot aka arc sfa art arf^T % a^a faa % ataa, 
TOTfkrfir, akta aaaaa aTaraa waarra a?T aakr ara 
a%ar ara %kta araaaa ar aka aaaaa aaaProm 
art ^aarf aa aaaa ^a % aaara, ipt mi&r ^t 
#a ara ar%at, 15% top: a%at-at sare if aa ara a%at-»" 

[a. aaar 11014/14/93-arqa.aa at a] 
$trm a?, aaaa afaa 

sfiafsr afk TOraa aiaat faaa, 1945 1-5-79 aar aar 
aaftfoa to a aanro ak afaaTaaaara (aaTa«a faura) jw 
afTO^ athfa ark srctrtRf arraat, afafaaa ark faaa (at.at. 
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3ft,tpr.) "*fr 'tPjtEh % i -jto Emr tt 

trrrr % nxro yrr-2 ’r? i (i) if wrfTO ftrof-Tfapr 

yfagTOrsfr TfPT aWto ft,rr nrr * : — 


1. *tT. t rr.fr. 

2. W.’TT ft. 

3. TtT.’TT ft 

4. TTT.TT.ft. 

5. tfT.tn'.ft. 

6. TTT.ffT.ft. 

7. 'TT.'TR.ft. 

«. ^rr.TT.ft. 
<). TTT.TT.ft, 

10. TTT.TT.ft, 

11. 3TT.TT.ft. 

12. TIT.TT.ft. 

13. TTT.TT.ft. 

14. irr.TT.ft. 

15. TTT.TT.ft. 

16. TTT.TT.ft. 
17- TTT.VT.ft. 
IS. TlT.TT.ft. 
10. TTT.TT.ft. 

20. Trr.TT.ft. 

21 . 3 TT. TtT . ft, 

22. JTT.W.ft. 

23. TTT.'TT.ft. 

24. TIMET.ft. 

2 5. TtT.Tl.ft. 
26. TTT.TT.ft. 
27‘ TTT. ’ITT. ft. 
28. TTT.^T.ft. 
20. *rr. Tr. ft. 

30. *TT.TT.ft. 

31. TTT.TT.ft. 

32. TTT.^TT.ft. 
33- TTT.57r.ft. 

3 4 *17. wrr, ft, 

:is. irr.'rr ft. 

3<i- TT .fT.ft. 
3 7. ’TT.TT.ft, 

38 . Trr.57r.ft. 

39. TTT.57r.ft. 

40. TTT.57r.ft. 

41. TTT.57T ft. 

42. TTT.57T.ft. 

43. TTT.57r.ft. 

44- TTf.57T.ft. 

45- TTT.57T.ft. 
46. TtT.57T.ft. 


1241 6-10-1979 

12-12 6-10- 1 f» 7 f> 

1 243 6-10*79 

1281 12-10-89 


430 

ni On 1 f)-4 

-so 


779 

arffrr 26 -; 

-80 


540 

(w) 'TTh’T, 

22-9*80 


6 80 

(sr) nrcftr 

5-12*80 


68 1 

(tt) 5T7hl 

5-12*80 


082 

(tr) 

5*12-80 


2 7 i 

(w) 5TTftr 17-1-81 


478 

(«r) 'TTfhi 

6-8*81 


62 j 

[w) 5lfra 15-2-S2 


4152 

(w) iiTffar 

22-6-82 


510 

(TT) tTbhff 

2 6- 7* 8 2 


13 

(w) Ttrfhr 

2 6*7*82 


318 

(*r) whu 

1*5*84 


331 

(?r) irrfhi' 

8-5*84 


460 

(rr) Tfrfw 

20-6-84 


487 

(5t) mfrtr 

2-7-81 


89 

(it) TTft'ir 

16* 2*85 


788 

(w) 5Thn 

10-10*83 


17 

(w) snffff : 

7*1*84 


1043 

l (n) TTT'fiT 

2 0* 5* S 6 


1060 («r) Tffftor 

5* 0*6 6 


ms ( 3 t) unfair 

3 0-9-fifi 


71 

('ff) TTl^iiT 

3 0*1-87 


570 

(tt) TrrfTflr 

12- 6* ft 7 


626 

(rr) 

2*7*87 


792 

(■ 5 ) Trrfrar 

17-9-K7 


71 

(«) arflTj 

2 1*3-88 


75 

(*T) ^55 

2- 6-8 R 


67 5 

(n) 7Tfftnr 

2 -6-8 ft 


676 

(tr) mvn 

2- 6 - ft ft 


677 

(ft) TTPft! 

2 - G-SM 


681 

(tt) TTfr^ 

6-1V-83 


735 

(it) arfftr 

24-6-Rft 


813 

(tt) Trrfftr 

2 7-7*88 


944 

(w) TTlfftr 

21*9-88 

(niftr to) 

-in («t) mfPJ, 

20-1-8 9 

(TTfS TO) 

44 (*) flrfra ^ 

10 * 1-8 9 

(wRr to) 

1 00 

(TT) TrfiTJ 

14-2-88 

to) 

4 43 

(fl) TTlfl’J 

12*4*8 9 

(JTft TO) 

588 

(y) TtTTW 

2-6*89 

(VTfS TO) 

691 

(rr) rnfftr 

1 1-7-89 


7S4 

(sr) mfpi 

2S-S-8 9 



4 7. *14.^1, ft 
-IS. m.TT.Pr. 

49 . HT.*rr.ft. 

■SO. TTf.W ft. 

si. tit *rr.ft 

62. TTf.^f.ft. 

s:t. *rr.*rr.ft\ 
St. TTt -Tt.ft. 
55- TTT.TT.ft. 

50. ^r.qrr ft. 

57. m.vr.ft. 
ss. ?rr.T‘rft. 
59 . Trr.vf.Pr. 
<>n. Trr.sFr.ft. 
oi. *rr.*T.ft. 
02. *rr,*7,ft. 

63. TTT.ft. 
G4. ?rr.^rr.ft. 
os. *rr,*FT,ft. 
00. TTT. m. ft. 
07. tff.’FT.ft. 
OS. TTf.W.ft. 
09. HT.^T.ft. 

70. 7TT.TT.ft. 

7 1. *rr.^r.ft. 

72. ur.w.ft, 
73- TTr.tfT.ft. 
7t. 7ir.tfT.ft. 
75. TTT. tfT. ft, 
70. *TT.tfr*ft. 
77. HT.4TT.ft. 
7ft. *rr } TT ft 


io ($) ^rnfta, i-io-sa 
731 (fl) *1*1* 2.3*8-90 
SOS (<T) 'TTfpJ 25-10-90 
11 (tt) 7-1-91 

223 (tt) <rrfNr 19 - 4-91 
246 ftr) ?rrffar 1*5-9i 
.301 («r) irr#TT?r 7-6*91 

3 02 (*T) fiTfW 7-0-9! 

491 (fl) 25*7-71 

495 (w) 2 5*7-9 l 

53 2 (tf) TfrTi’-W, 1 l-S-91 

626 (vr) 1 mo-mi 

GGA (*«r) mfw 7*11-91 
7 tO (#) rTrfjTJ 10-12-9 1 
59 (*r) 22*1-92 

305 (tr) 4 - 3-92 Oft ti} 

445 (ff) ^TT^T 30-1*92 
507 (?r) ’Slffar 17-6*92 
003 O) tTRP? 3-7-92 
723 O) 11*8-92 

796 (W) OTOT 1-10-92 
ft 77 (ff) fTrf[W 17-1 1-92 
909 (*) 2* 12*!)2 

923 (W) JTlffa 14-12-92 

27 (w) ^rnftr 22 - 1-93 

2ft (TT) THTfaX 22*1-93 
86 (*T) 26*2-93 

290 (sr) 21*3-93 

373 ftr) 13-4-93 

3 7 1 (3T) ^rrft^ 13-4-93 

447 (5T) Tri^T 10-C-93 (^TT^t) 

G58 (?T) -1T?W 19-10-9.3 


ministry of health and family 

WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 22nd February, 1994 

G.S.R. 113(E).—The following draft of cer¬ 
tain rulles further to amend the Drugs and Gostne- 
tain rules further to amend the Drugs and Cosme- 
propose to make, after consultation with t>rugs 
Technical Advisory Board, in exercise of the pow¬ 
ers conferred by sections 12 and 33 of the Drugs 
and Cosmetics Act, 1940 (23 of 1940), is hereby 
published as required by the said sections for the in¬ 
formation of all persons likely to be affected there¬ 
by and notice is hereby given that the said draft 
rules will be taken into consideration after the 
expiry of a period of Thirty days from the date on 
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rthich Ihe copies of the Official Gazette in which 
th« notification is published, are made available 
to the public. 

Any objections or suggestions Which may be re¬ 
ceived from any person with respect to the draft 
rules before the expiry of the period so specified 
will be taken into consideration by the Central 
Government, which may be addressed to the Secrc- 
tary, Ministry of Health and Family Welfare, 
Nirman Bhawdn, New Delhi. 

DRAFT RULES 

1. (1) These rules may be called the Drugs and 
Cosmetics (Amendment) Rules, 1994. 

(2) They shall come into force on the date 
<’.f their final publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, 
idler sub-rule (2) of rule 85, the following sub¬ 
rule shall be inserted, namely:— 

3) A licencec whose licence has been suspen¬ 
ded or cancelled by the Central Licence 
Approving Authority or Licensing Au¬ 
thority under sub-rule (1) or sub-rule 
(2), as the case may be, may within 
ilinety days of the receipt of a copy of 
the order by him prefer an appeal to the 
Central Government or the State Gov¬ 
ernment as the case may be, and the 
Central Government or the State Gov¬ 
ernment may alter giving the ’licencee an 
opportunity of being heard, confirm re¬ 
verse or modify such order”. 

(No. X-l 1014| 14|93-DMS&PFA] 
SHAILAJA CHANDRA Jt. Secy. 

Note : The Drugs and Cosmetics Rules, 1945 
as amended upto 1-5-1979 is contained in the pub¬ 
lication of the Ministry of Health & Family Wel¬ 
fare (Department of Health) containing the 
Drugs & Cosmetics Act and the Rules (PDGHS- 
61). Subsequently the said rules have been am¬ 
ended by the following notifications published In 
Part If, Section 3, Sub-section (i) of the Gazette 
nf India, namely :— 

1. GSR 1241 dated 6-10-1979. 

2. GSR 1242 dated 6-10-1979. 

3. GSR 1243 dated 6-10-1979. 

4. GSR 1281 dated 12-10-1979. 

5. GSR 430 dated 19-04-1980. 

6. GSR 779 dated 26-7-1980. 

7. GSR 540(E) dated 22-9-1980. 

8. GSR 680(E) dated 5-12-1980. 

9. GSR 631(E) dated 5-12-1980. 


10. GSR 682(E) dated 5-12-1980. 

11. GSR 27(E) dated 17-1-1981. 

12. GSR 478(E) dated 6-8-1981. 

13. GSR 62(E) dated 5-2-1982. 

14. GSR 462(E) dated 22-6-1982. 

15. GSR 510(E) dated 26-7-1982. 

16. GSR 13(E) dated 7-1-1983. 

17. GSR 318(E) dated 1-5-1984. 

18. GSR 331(E) dated 8-5-1984. 

19. GSR 460(E) dated 20-6-1984. 

20 . GSR 487(E) dated 2-7-1984. 

2). GSR 89(E) dated 16-2-1985. 

22. GSR 788(E) dated 10-10-1985. 

23. GSR 17(E) dated 7-1-1986. 

24. GSR 1049(E) dated 29-8-1986. 

25. GSR 1060(E) dated 5-9-1986. 

26. GSR 1115(E) dated 30-9-1986. 

27. GSR 71(E) dated 30-1-1987. 

28. GSR 570(E) dated 12-6-1987. 

29. GSR 626(E) dated 2-7-1987. 

30. GSR 792(E) dated 17-9-1987. 

31 GSR 71(E) dated 24-3-1988. 

32. GSR 75(E) dated 2-6-1988. 

33. GSR 675(E) dated 2-6-1988. 

34. GSR 676(E) dated 2-6-1988, 

35. GSR 677(E) dated 2-6-1988. 

36. GSR 680(E) dated 6-6-1988. 

37. GSR 735(E) dated 24-6-1988. 

38. GSR 813(E) dated 27-7-1988. 

39. GSR 944(E) dated 21-9-1988 (Corri¬ 
gendum). 

40. GSR 43(E) dated 20-1-1980 (Corri¬ 
gendum) . 

41. GSR 44(E) dated 20-1-1989 (Corri¬ 
gendum). 

42. J 00(E) dated 14-2-1989 (Corri¬ 
gendum) . 

43. GSR 443(E) dated 12-4-1989. 

44. GSR 588(E) dated 2-6-1989 (Corri¬ 
gendum). 

45. GSR 691(E) dated 11-7-1989. 

46. GSR 784(E) dated 28-8-1989. 

47. GSR 16(E) dated 10-1-1990. 

48. GSR 731(E) dated 23-8-1990. 

49. GSR 865(E) dated 25-10-1990. 

50. GSR 11(E) dated 7-1-1991. 

51. GSR 223(E) dated 19-4-1991. 
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52. GSR 246(E) dated 1-5-1991. 

53. GSR 301(E) dated 7-6-1991. 

54. GSR 302(E) dated 7-6-1991. 

55. GSR 491(E) dated 25-7-1991. 

56. GSR 495(E) dated 25-7-1991. 

57. . GS£ 532(E) dated 14-8-1991. 

58. GSR 626(E) dated 14-1-1991. 

59. GSR 668(E) dated 7-11-1991. 

60. GSR 730(E) dated 10-12-1991. 

61. GSR 59(E) dated 22-M992. 

62. GSR 305(E) dated 4-3-1992 (Coit- 

gendum). 

63. GSR 445(E) dated 30-4-1992. 

64. GSR 597(E) dated 17-6-1992. 

65. GSR 663(E) dated 3-7-1992. 


66. GSR 723(E) dated 11-8-1992. 

67. GSR 796(E) dated 1-10-1992. 

68. GSR 904(E) dated 2-11-1992. 

69. GSR 877(E) dated 17-11-1992. 

70. GSR 923(E) dated 14-12-1992. 

7.1. GSR 27(E) dated 22-1-1993 (Cnrri 
gendura). 

72. GSR 28(E) dated 22-1-1993. 

73. GSR 86(E) dated 26-2-1993. 

74. GSR 296(E) dated 24-3-1993. 

75. GSR 373(E) dated 13-4-1993. (Curri- 

gendum). 

76. GSR 374(E) dated 13-4-1993 (Corri¬ 
gendum) . 

77. GSR 447(E) dated 10-6-1993 (Corn 
gendum). 

78. GSR 658(E) dated 19-10-1993. 
gendum). 
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